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DETAILED ACTION 
Election/Restrictions 

1. Restriction to one of the following inventions is required under 35 U.S.C. 121: 
I. Claims 1-18, drawn to an aptamer-toxin conjugate, classifiable in class 

536, subclass 24.5. 

2. Group I is subject to an additional restriction since the aptamer-drug conjugates 
that target the 25 different and particular proteins as listed in claim 12 are not 
considered to be a proper genus/Markush. See MPEP 803.02 - PRACTICE RE 
MARKUSH-TYPE CLAIMS - If the members of the Markush group are sufficiently few in 
number or so closely related that a search and examination of the entire claim can be 
made without serious burden, the examiner must examine all the members of the 
Markush group in the claim on the merits, even though they are directed to independent 
and distinct inventions. In such a case, the examiner will not follow the procedure 
described below and will not require restriction. Since the decisions in In re Weber, 580 
F.2d 455, 198 USPQ 328 (CCPA 1978) and In re Haas, 580 F.2d 461, 198 USPQ 334 
(CCPA 1978), it is improper for the Office to refuse to examine that which applicants 
regard as their invention, unless the subject matter in a claim lacks unity of invention. In 
re Harnish, 631 F.2d 716, 206 USPQ 300 (CCPA 1980); and Ex parte Hozumi, 3 
USPQ2d 1059 (Bd. Pat. App. & Int. 1984). Broadly, unity of invention exists where 
compounds included within a Markush group (1) share a common utility, and (2) share a 
substantial structural feature disclosed as being essential to that utility. 
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Claim 12 specifically claims aptamer-drug conjugates wherein the aptamer is 
specific for a particular protein target selected from the group of 25 different proteins as 
listed. Therefore, the aptamers required in each aptamer-drug conjugate, that confer 
target specificity on each aptamer drug conjugate (as disclosed in the specification), 
are considered to be unrelated, since each aptamer claimed is structurally and 
functionally independent and distinct for the following reasons: each aptamer has a 
unique nucleotide sequence, each aptamer targets a different and specific region of a 
different and specific protein and absent evidence to the contrary, each aptamer, upon 
binding to its different and specific protein target, is expected to functionally modulate 
(increase or decrease) the activity of that different and particular protein to varying 
degrees. As such the Markush/genus of aptamer-drug conjugates wherein the aptamer 
is specific for a particular protein target selected from the group of 25 different proteins 
as listed in claim 12 are not considered to constitute a proper genus and are therefore 
subject to restriction. 

Furthermore, a search of more than one (1) of the aptamer drug conjugates 
claimed in 12 presents an undue burden on the Patent and Trademark Office due to the 
complex nature of the search and corresponding examination of more than one (1) of 
the claimed aptamer-drug conjugates, in particular because each aptamer-drug 
conjugate relies upon the different and specific binding activity of the aptamer targeting 
moiety for a particular protein and must be searched and examined relative to that 
different protein within the context of the different cell populations that may express that 
different protein and relative to the potential mode of action of the drug that is 
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conjugated to the aptamer targeting moiety within the different cell populations that may 
express that different protein. 

In view of the foregoing, one (1) aptamer-drug conjugate that targets one 
different and specific protein is considered to be a reasonable number of aptamer-drug 
conjugates for examination. Accordingly, applicant is required to elect one (1) aptamer 
target from claim 12 that will be examined within the full scope of the elected invention. 
Note that this is not a species election. 

3. This application contains claims directed to the following patentably distinct 
species of the claimed invention: Claims 2-9 and 14-15 as follows: 

A. Claims 2 and 3 drawn to species of targeting moieties that are aptamers 
or nucleic acid sensor molecules (NASM), patentably distinguished from 
each other by the function required of NASM's (as disclosed in the 
specification at pg. 7). 

Applicant is requested to elect either aptamers or nucleic acid sensor 
molecules from A. 

B. Claims 4 and 5 drawn to species of cytotoxic moieties that are cytotoxic 
peptides, cytotoxic proteins, small molecule chemotherapeutic agents and 
radioisotopic therapeutic molecules. 
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Applicant is requested to elect a single species of cytotoxic moiety from B 
that corresponds with their election from A. 

C. Claims 6-9, drawn to the aptamer toxin conjugate wherein the targeting 
moiety is conjugated to the cytotoxic moiety by a covalent bond or a non- 
covalent bond. 

Applicant is requested to elect a species of covalent or non covalent 
conjugation from C that corresponds with their election from A. 

D. The drugs as listed in claim 14 and drug sub-species (derivatives) as 
listed in claim 15. 

Applicant is requested to elect a single species of drug from claims 14 and 15, 
including identification of the drug sub-species/derivatives listed in claim 15 that read on 
Applicant's elected drug species from claim 14. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, 1 is generic to all species and sub-species. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
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is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or otherwise include 
all the limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims 
are added after the election, applicant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
case. In either instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 

4. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jon B. Ashen whose telephone number is 571-272- 
2913. The examiner can normally be reached on 7:30 am - 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
acting supervisor, Andrew Wang can be reached on 571-272-081 1 . The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
273-8300. 
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Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that 
can be viewed in the Patent Application Information Retrieval system (PAIR) can now 
contact the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily from 6 am to midnight 
(EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the problem. The Patent 
Electronic Business Center will notify applicants of the resolution of the problem within 
5-7 business days. Applicants can also check PAIR to confirm that the problem has 
been corrected. The USPTO's Patent Electronic Business Center is a complete service 
center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It 
also enables applicants to view the scanned images of their own application file 
folder(s) as well as general patent information available to the public. For all other 
customer support, please call the USPTO Call Center (UCC) at 800-786-9199. 



